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Preliminary Amendment dated May 7, 2004 
Reply to Advisory Action of December 1 5, 2003 

Remarks/Arguments 

Claims 1-3, 18-19, 29-30 and 33 have been amended. Claims 18 and 33 have 
been amended to correct the "SEQ ID NO:" format. Claims 1-3, 19, and 29-30 have 
been amended to clarify the length of a cycle of therapy. Claims 24-28 were 
previously canceled. Claims 1-23 and 29-33 are pending in this application. 

Claim rejections - 35U.S.C. § 102 

Claims 1-5 and 13-18 were rejected under 35 U.S.C. §102(b) as being 
anticipated by Webb et al. The examiner maintained the rejection stating that because 
the claims contained the word "comprising" it would include a cycle of therapy for 2 
to 13 days, plus any additional step. The Examiner stated that the therapy of Webb 
comprises 2 to 13 days, plus the additional step of one day, totaling 14 days. The 
Examiner concluded that Webb anticipates claims 1-5 and 13-18. Applicants have 
amended the pertinent claims to read "consisting of ? instead of "comprising." 
Accordingly, applicants submit that the claim amendment renders this ground of 
rejection moot. 

The Examiner has stated that Webb teaches two cycles of therapy, each lasting 
7 days for a total of 14 days. Applicants respectfully point out that the Examiner has 
mis-characterized the teaching of Webb. Webb does not teach two cycles of therapy 
each lasting 7 days for a total of 14 days. Rather, Webb teaches a one 2-week course 
of treatment. In other words, Webb teaches treating a human with one cycle of 
therapy for 14 days. On page 1 137 (Methods) of the Webb reference, it states: "[a] 
daily subcutaneous infusion . . . was administered for 2 weeks to nine patients. . . 
Further, on page 1138, second paragraph in describing the therapy in more detail, 
Webb states: "One 2-week course of treatment was given. Patients were followed up 
for 4 weeks after the end of treatment. If there was evidence of tumor response, a 
second course was considered." Thus, Webb clearly does not teach two cycles of 
therapy where each cycle of therapy is 7 day, let alone a cycle of therapy for 2 to 13 
days. At the most Webb suggests is a cycle of therapy for 14 days, possibly followed 
by a second cycle to be administered 4 weeks after the end of the first cycle. 

It appears that the Examiner is trying to argue that each day of the treatment in 
Webb is a cycle of therapy. It is clear from Webb et al. that the term "course" of 
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treatment does not mean "days." The quoted passage provided above indicates that 

the cycle (or course) was for 2 weeks. Webb contemplated providing another 

cycle/course of treatment after a 4 week rest. It is clear that Webb does not teach or 

suggest that the cycle of course of therapy was for 7 days. To arrive at the Examiner's 

conclusion that Webb teaches two cycles of 7 day treatments, one must ignore the 

explicit teachings and language of Webb. 

Further, the Examiner's argument and interpretation is contrary to the meaning 

of a cycle of therapy as known and used by one skilled in the art. It is generally 

accepted that a cycle of therapy means that treatment will be given for a certain length 

of time or certain number of treatments and this total length of time is one cycle. 

After a cycle of therapy, the patient is allowed to rest for some length of time before 

another cycle of therapy is administered. Attached is a page from the American 

Cancer Society's web site that describes a cycle of therapy: 

Chemotherapy is generally given at regular intervals called cycles. A 
cycle may involve one dose followed by several days or weeks without 
treatment. This allows normal tissues time to recover from the drug's 
side effects. Alternatively, doses may be given several days in a row, 
or every other day for several days, followed by a period of rest. 

Thus, given that Webb does not teach or suggest a cycle of therapy consisting 

of 2 to 13 days, applicants respectfully request withdrawal of this ground of rejection. 

Claim rejections under 35 U.S.C. § 103 

All of the claim rejections under 35 U.S.C. § 103 relied on a combination of 
Webb et al. and other references. In light of the claim amendments and the arguments 
present above, applicants submit that Webb et al. do not teach the administration of a 
bcl-2 antisense oligonucleotide in one or more cycles of therapy, wherein each cycle 
of therapy consists of 2 to 13 days. Accordingly, the combination of Webb et al. with 
either Jansen et al., Klasa et al, Tortora, Adjei et al., Foran et al., or Muren et al., do 
not suggest or teach the presently claimed invention. Applicants, therefore, 
respectfully request withdrawal of this ground of rejection. 
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Conclusion 



Applicants submit that the claims are in condition for allowance. Although it 
is believed that no fees are necessary for the filing of this paper, Applicants authorize 
the Commissioner to charge the requisite fee for such extension as well as any other 
fee due or credit any overpayment arising from this communication to Deposit 
Account No. 1 1-0600. The Commissioner is authorized to charge the requisite fee for 
the Notice of Appeal to Deposit Account No. 1 1-0600. 
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Respectfully submitted, 





Teresa A. Lavenue 
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